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Food and Drug Administration, HHS § 358.703 

of neck or behind ears [bullet] disinfect 
hats, hair ribbons, scarves, coats, tow-
els, and bed linens by machine washing 
in hot water (above 54 °C (130 °F)), then 
using hottest dryer cycle for at least 20 
minutes [bullet] items that cannot be 
washed (bedspreads, blankets, pillows, 
stuffed toys, etc.) should be dry- 
cleaned or sealed in a plastic bag for 4 
weeks, then removed outdoors and 
shaken out very hard before using 
again [bullet] items that cannot be 
washed, dry-cleaned, or stored may be 
sprayed with a product designed for 
this purpose [bullet] soak all combs 
and brushes in hot water (above 54 °C 
(130 °F)) for at least 10 minutes [bullet] 
vacuum all carpets, mattresses, uphol-
stered furniture, and car seats that 
may have been used by affected peo-
ple’’. 

(2) ‘‘Pubic (crab) lice [highlighted in 
bold type] [bullet] may be transmitted 
by sexual contact. Sexual partners 
should be treated simultaneously to 
avoid reinfestation [bullet] lice are 
very small and look like brown or grey 
dots on skin [bullet] usually cause in-
tense itching and lay small white eggs 
(nits) on the hair shaft generally close 
to the skin surface [bullet] may be 
present on the short hairs of groin, 
thighs, trunk, and underarms, and oc-
casionally on the beard and mustache 
[bullet] disinfect underwear by ma-
chine washing in hot water (above 54 °C 
(130 °F)), then using hottest dryer cycle 
for at least 20 minutes’’. 

(3) ‘‘Body lice [highlighted in bold 
type] [bullet] body lice and their eggs 
(nits) are generally found in the seams 
of clothing particularly in waistline 
and armpit area [bullet] body lice feed 
on skin then return to clothing to lay 
their eggs [bullet] disinfect clothing by 
machine washing in hot water (above 
54 °C (130 °F)), then using hottest dryer 
cycle for at least 20 minutes [bullet] do 
not seal clothing in a plastic bag be-
cause nits can remain dormant for up 
to 30 days’’. 

[68 FR 75417, Dec. 31, 2003] 

Subpart H—Drug Products for the 
Control of Dandruff, 
Seborrheic Dermatitis, and 
Psoriasis 

SOURCE: 56 FR 63568, Dec. 4, 1991, unless 
otherwise noted. 

§ 358.701 Scope. 

(a) An over-the-counter dandruff, 
seborrheic dermatitis, or psoriasis drug 
product in a form suitable for topical 
application is generally recognized as 
safe and effective and is not mis-
branded if it meets each of the condi-
tions in this subpart and each general 
condition established in § 330.1 of this 
chapter. 

(b) References in this subpart to reg-
ulatory sections of the Code of Federal 
Regulations are to chapter I of title 21 
unless otherwise noted. 

§ 358.703 Definitions. 

As used in this subpart: 
(a) Coal tar. The tar used for medic-

inal purposes that is obtained as a by-
product during the destructive distilla-
tion of bituminous coal at tempera-
tures in the range of 900 °C to 1,100 °C. 
It may be further processed using ei-
ther extraction with alcohol and suit-
able dispersing agents and maceration 
times or fractional distillation with or 
without the use of suitable organic sol-
vents. 

(b) Dandruff. A condition involving 
an increased rate of shedding of dead 
epidermal cells of the scalp. 

(c) Psoriasis. A condition of the scalp 
or body characterized by irritation, 
itching, redness, and extreme excess 
shedding of dead epidermal cells. 

(d) Seborrheic dermatitis. A condition 
of the scalp or body characterized by 
irritation, itching, redness, and excess 
shedding of dead epidermal cells. 

(e) Selenium sulfide, micronized. Se-
lenium sulfide that has been finely 
ground and that has a median particle 
size of approximately 5 micrometers 
(μm), with not more than 0.1 percent of 
the particles greater than 15 μm and 
not more than 0.1 percent of the par-
ticles less than 0.5 μm. 

[56 FR 63568, Dec. 4, 1991, as amended at 59 
FR 4001, Jan. 28, 1994] 
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